
September 22,2005 

Via hx and. UPS 

~anOf i aventi3, 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
l%ockville, h4D 20852 

Re: Docket No. 2005D-0288 

DrqF hidawe for Jnduscry on ICJ4 Q9 Q&i@ Risk A4anagement 

Dear Sir/Madam.: 

Sanot-Synthelaba Jnc. and Aventis Pharmaceuticafs, members of the sanod-aventis Group, 
apprecia.tc the opportunity to comment on the above-referenced Draft Guidance entitled ‘XX 
Q9 Quality Rtsk Management”, 

This draft guidance provides pn’ncipJ.cs and, examples of tooIs for quality risk managemen.t that 
can be applied to all aspects of pharmaceutical quality throughout the lif!ecycJe of drug 
substances, drug products, rrnd biological and biotecbn,oJogical products. 

We have evaluated the conxent oftie draft guidance and offer the following comm,exrts and/or 
clarifications for your consideration. 

GENERAL COMMENTS 
, 

m The guideline pmvides a comprehensive overview over the possibilities of quality risk 
maaagement. 

l The gui,dcline is very general in nature. II would be helpful. to devel,op an understanding 
from a theoretical perspective which steps could be applied and which taois used. TII 
particular, Annex I provides an understanding of where to apply the guidance. 

m It is not totally clear how the guidance will be interpreted and u.sed by regulators, 



Section 3. PNIWIPLES OF QUALI’l”Y RISK MANAGEMENT 

As protection of the patient is the key principle, we suggest rewording the title specifically to: 

I-- 
“Pharrnaceulical Qua& Risk Manapnzenl”, 

Abnex 1.3 Quality Risk M~nrgemcnt 06 Part of Development 

This section on Qu,ality Risk Management [QRM) a~ Part of Development is not very detailed, 
however, there are cthcr sections covcring Issues that relate to development (i.e. QRM for 
Facilities. Equ@ncnt and Utjlities 14, QRM as Pti of Materials Management 1.5) that do not 
seem to be geared towarda dGvvolopment such as cleaning validation and providing appropriate 
consider&ion for erwwing the avdlahil~ty of pharmaceuticals. The development section should 
jnclude differewes for development or the particular sections slmlAd detail the diffemces. 

Annex 1.4 Qwdity Rhk Mnnogemerd for FsciUtPes, Equipment rind Utilities 

“Computer systems nnd computer controlled equipment”, it specifies 
code review, bowev~ this is typically performed by the vendor. Th,e client typically performs a 

through. SAT and IQ/OQ. Therefore, we suggest rewording the next sentence to 

To determine tin exten,t of validation., even when pefirmed hy the veltdor, e.g. 
c i.dcnrifieation of critkal performance pammetws; 
. w&ction offhe requirements and design; 
. code mview; 
c the extent of testing and teerjt methods; 
. rcIiability of electronic records a.nd signat~~res. 

I- 1 

On behalf of Sanofi.-Synthelabo Tnc. and Aven.tis Pharmaceuticals, rnemben of the sanofi- 
aventis Group, we appreciate the opportur$.y to comm.ent on the Drufr Guidance fir fndustry 
ICF? Q9 Quality Risk Manugement and are much obliged for your consideration. 

Sincerely, 

Steve eafi%, F4.D. 
Vice President, TJS Deputy Head 
ReguJs&ry Development 
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Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Re: Docket No. 2005D-0288 

Draft Guidance for Industry on ICH Q9 Quality Risk Management 

Dear Sir/Madam: 

Sanoti-Synthelabo Inc. and Aventis Pharmaceuticals, members of the sanofi-aventis Group, 
appreciate the opportunity to comment on the above-referenced Draft Guidance entitled “ICH 
Q9 Quality Risk Management”. 

This ldraft guidance provides principles and examples of tools for quality risk management that 
can be applied to all aspects of pharmaceutical quality throughout the lifecycle of drug 
substances, drug products, and biological and biotechnological products. 

We have evaluated the content of the draft guidance and offer the following comments and/or 
clarifications for your consideration. 

GENERAL COMMENTS 

. The guideline provides a comprehensive overview over the possibilities of quality risk 
management. 

. The guideline is very general in nature. It would be helpful to develop an understanding 
from a theoretical perspective which steps could be applied and which tools used. In 
particular, Annex I provides an understanding of where to apply the guidance. 

. It is not totally clear how the guidance will be interpreted and used by regulators. 
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SPECIFIC COMMENTS: 

Section 3. PRINCIPLES OF QUALITY RISK MANAGEMENT 

of the patient is the key principle, we suggest rewording the title specifically to: 
“Pharmaceutical Quality Risk Management”. 

___- 

Annex 1.3 Quality Risk Management as Part of Development 

section on Quality Risk Management (QRM) as Part of Development is not very detailed, 
however, there are other sections covering issues that relate to development (i.e. QRM for 
Facilities, Equipment and Utilities 1.4, QRM as Part of Materials Management 1.5) that do not 
seem to be geared towards development such as cleaning validation and providing appropriate 
consideration for ensuring the availability of pharmaceuticals. The development section should 
include differences for development or the particular sections should detail the differences. 

Annex 1.4 Quality Risk Management for Facilities, Equipment and Utilities 

the subheading “ Computer systems and computer controlled equipment”, it specifies 
code review, however this is typically performed by the vendor. The client typically performs a 
verification through SAT and IQ/OQ. Therefore, we suggest rewording the next sentence to 

To determine the extent of validation, even when performed by the vendor, e.g. 
. identification of critical performance parameters; 
. selection of the requirements and design; 
. code review; 
. the extent of testing and test methods; 
. rehability of electronic records and signatures. 

On behalf of Sanofi-Synthelabo Inc. and Aventis Pharmaceuticals, members of the sanofi- 
aventis Group, we appreciate the opportunity to comment on the Draft Guidance for Industry 
ICH Q9 Quality Risk Management and are much obliged for your consideration. 

Sincerely, 

Steve Gaffe, M.D. 
Vice President, US Deputy Head 
Regulatory Development 


